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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Parts  80, 125  ] 

'  FOOD  FOR  SPECIAL  DIETARY  USES 

Opportunity  for  Filing  Applications  for  Ad¬ 
ditional  Formulations  of  Dietary  Supple¬ 
ments  of  Vitamins  and  Minerals;  Pre¬ 
liminary  Notice  of  Reopening  of  Hearing; 
Tentative  Amendments  to  Final  Orders 

In  the  Federal  Register  of  August  2, 
1973  (38  FR  20708,  20730),  the  Commis¬ 
sioner  of  Food  and  Drugs  established  new 
regulations  to  govern  the  labeling  of 
foods  for  special  dietary  uses  in  §5  125.1, 
125.2  and  125.3  (21  CFR  125.1,  125.2, 
125.3)  and  to  govern  the  composition  of 
dietary  supplements  of  vitamins  and 
minerals  in  §80.1  (21  CFR  80.1).  Sub¬ 
sequently,  15  petitions  for  review  of  these 
regulations  were  filed  in  various  United 
States  courts  of  appeals,  and  all  petitions 
were  eventually  consolidated  in  the 
United  States  Court  of  Appeals  for  the 
Second  Circuit.  After  extensive  briefing 
and  argument,  that  Court  rendered 
judgment  on  August  15,  1974.  “National 
Nutritional  Foods  Association  v.  Food  and 
Drug  Administration,”  504  F.2d  761  (2d 
Cir.  1974).  While  the  Court  stated  that 
it  was  “broadly  sustaining  the  regula¬ 
tions”,  it  nevertheless  remanded  the  reg¬ 
ulations  to  the  Food  and  Drug  Adminis¬ 
tration  for  certain  specified  action  and 
stayed  the  effective  date  of  the  regula¬ 
tions  “until  six  months  after  our  judg¬ 
ment  becomes  final  or  June  30,  1975, 
whichever  is  later”.  (504  F.2d  785-786.) 
A  copy  of  this  judgment  is  on  file  with 
the  Hearing  Clerk,  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20852. 

On  February  24,  1975,  the  Supreme 
Court  denied  certiorari  in  this  case.  Ac¬ 
cordingly,  the  Commissioner  concludes 
that  it  is  now  appropriate  to  develop  re¬ 
vised  regulations,  in  compliance  with 
the  directions  of  the  Court  of  Appeals, 
as  expeditiously  as  is  feasible. 

I.  Applications  for  Additional 
Formulations 

The  Court’s  decision  directs  the  Com¬ 
missioner  to  receive  and  consider  appli¬ 
cations  for  additional  formulations  of 
dietary  supplements. 

The  Commissioner  hereby  invites  ap¬ 
plications  from  any  interested  persons 
who  desire  that  additional  formulations 
of  dietary  supplements  of  vitamins  and/ 
or  minerals  be  permitted  under  §  80.1  (21 
CFR  80.1).  Applications  may  be  filed  for 
additional  combinations  of  vitamins 
and/or  minerals  and/or  for  increased 
potency  of  any  vitamins  or  minerals 
within  a  combination.  An  additional  for¬ 
mulation  incorporating  a  substance  or 
potency  that  is  not  generally  recognized 
as  safe  shall  also  require  a  food  additive 
petition  pursuant  to  sections  201  (s) ,  402 
(a)  (2)  (C) ,  and  409  of  the  act  (21  U.S.C. 
321  (s),  342(a)  (2)0, 348). 

A  separate  application  shall  be  filed 
with  the  Hearing  Clerk,  in  quadruplicate, 
for  each  formulation  sought  Each  appli¬ 
cation  shall  Include: 


a.  A  description  of  the  formulation 
sought,  containing  a  list  of  all  vitamins 
and/or  minerals  to  be  included,  the  po¬ 
tency  of  each,  and  an  explanation  of  how 
the  formulation  differs  from  those  pres¬ 
ently  authorized  by  21  CFR  80.1,  to¬ 
gether  with  the  name  proposed  by  the 
applicant  for  such  formulation. 

b.  A  statement  of  the  nutritional  or 
other  physiological  rationale,  if  any, 
which  the  applicant  believes  justifies  the 
formulation.  One  or  more  affidavits  by 
qualified  experts,  and/or  copies  of  pub¬ 
lished  scientific  literature  in  support  of 
any  such  rationale  shall  be  included. 

c.  A  statement  of  any  other  rationale 
which  the  applicant  believes  shows  a 
need  for  the  formulation.  If  an  existing 
consumer  demand  or  market  for  the 
formulation  is  asserted  on  behalf  of  the 
product,  the  applicant  shall  include 
copies  of  labeling  for  the  existing  prod¬ 
uct,  including  labels,  cartons,  leaflets, 
etc.,  and  an  aflfidavit(s)  with  accompany¬ 
ing  documentation  establishing  the  scope 
of  the  existing  market,  including  data 
on  the  number  of  units  sold  and  the 
wholesale  and  retail  value  involved. 

All  applications  shall  be  received  by 
the  Hearing  Clerk,  Food  and  Drug  Ad¬ 
ministration,  not  later  than  close  of  busi¬ 
ness  on  or  before  July  14,  1975.  Applica¬ 
tions  received  after  that  date  will  be 
held  in  abeyance  pending  review  after 
all  other  issues  relating  to  this  matter 
are  disposed  of. 

In  evaluating  the  applications  the 
Commissioner  will  be  guided  by  the  fol¬ 
lowing  statement  by  the  Court: 

The  FDA  should  establish  dates  for  the 
filing  of  such  applications  and,  If  these 
should  prove  to  be  numerous,  procedures  to 
screen  out  the  most  meritorious  for  early 
hearing  and  decision.  In  determining  whether 
it  is  "reasonable”  to  deny  a  particular  appli¬ 
cation,  the  primary  consideration  must  of 
course  be  the  degree  of  Increase  In  potential 
consumer  confusion.  Since  the  sheer  variety 
of  products  Is  a  central  problem  here,  the 
applications  will  in  a  real  sense  be  In  com¬ 
petition  with  one  another,  and  we  do  not 
expect  a  very  large  number  to  be  granted.  It 
would  be  reasonable  in  resolving  this  com¬ 
petition  to  favor  products  which,  because  of 
widespread  prior  publicity  or  even  Just  be¬ 
cause  of  simplicity  of  terminology,  are  un¬ 
likely  to  confuse  many  consumers  when 
properly  labeled.  Indeed,  we  specifically  di¬ 
rect  that  the  FDA  consider  any  such  applica¬ 
tions  as  to  vitamin  C  in  larger  dosages  and 
vitamin  B  complex  supplements.  Moreover, 
against  any  danger  of  slight  Increases  in  con¬ 
fusion  should  be  weighed  such  factors  as  the 
following:  (1)  How  large  Is  the  consumer 
demand  for  the  product  at  present,  and  how 
widespread  any  expert  belief  that  It  Is  not 
an  Irrational  product  for  a  significant  num¬ 
ber  of  consumers;  (2)  how  effectively  could 
any  potential  confusion  with  respect  to  the 
particular  product  be  reduced  or  eliminated 
by  requiring  on  the  label  (A)  with  respect 
to  a  high  dosage  product,  a  legend  to  the 
effect  that  the  FDA  has  determined  this 
product  contains  quantities  of  such-and- 
such  nutrients  not  normally  essential  to  hu¬ 
man  health,  or  (B)  with  respect  to  a  com¬ 
bination,  a  legend  to  the  effect  that  the  FDA 
has  determined  this  product  does  not  con-, 
tain  all  the  nutrients  essential  to  human 
health,  and  (3)  In  the  case  of  application  to 
exceed  the  upper  limits,  how  dependable.  If 
this  can  be  determined.  Is  the  particular  NAS 
RDA  on  which  the  upper  limit  is  based  rela¬ 


tive  to  other  RDA’s  •  •  *  We  wish  to  make 
clear,  that,  while  it  would  defeat  the  pur¬ 
poses  of  Part  80  for  a  very  large  number  of 
such  applications  to  be  granted,  either  with 
respect  to  dosage  limitations  or  with  respect 
to  combinations  of  less  than  all  essential 
Ingredients,  we  expect  each  application  to 
receive  the  most  serious  consideration  on 
Its  merits  relative  to  the  criteria  Just  out¬ 
lined.  At  the  same  time  it  should  be  obvi¬ 
ous  to  the  petitioners  that  we  are  broadly 
sustaining  the  regulations  and  that  any  at¬ 
tempt  to  convert  the  procedures  we  are  here 
directing  Into  something  like  a  nearly  com¬ 
plete  reopening  of  the  proceeding  will  be 
counter-productive.  Indeed,  If  an  avalanche 
of  petitions  for  exceptions  should  occur,  the 
agency  would  be  Justified  In  denying  all  ap¬ 
plications  (except  those  as  to  increased  dos¬ 
ages  of  vitamin  C  and  vitamin  B  complex 
supplements),  without  prejudice  to  subse¬ 
quent  renewal,  on  this  ground  alone.  What 
we  are  doing  Is  to  provide  the  Industry  with 
another  chance  of  individualized  considera¬ 
tion  of  the  most  meritorious  cases  of  ex¬ 
ceptions.  An  exercise  of  responsibility  on  the 
part  of  the  Industry  will  be  necessary  If  this 
is  to  confer  the  benefits  we  Intend.  (504 
F.  2d  785-786.) 

The  Commissioner  advises  that  it  will 
not  be  necessary  for  anyone  to  file  an 
application  for  the  high  potency  vita¬ 
min  C  product  mentioned  by  the  Court 
or  for  any  other  high  potency  product 
composed  of  a  single  vitamin  or  mineral. 
As  set  forth  in  section  in  of  this  notice, 
the  Commissioner  is  tentatively  amend¬ 
ing  the  final  orders  so  that  Parts  80  and 
125,  which  establish  a  standard  of  iden¬ 
tity  and  labeling  requirements,  will  im¬ 
pose  no  potency  limitations  on  products 
consisting  of  a  single  vitamin  or  min¬ 
eral.  Limitations  for  reasons  of  safety 
may  be  imposed  by  other  regulations  in 
Part  121  and  in  other  sections  in  this 
chapter  or  by  direct  application  of  the 
act,  as  discussed  in  section  Ill.h.  of  this 
preamble. 

As  explained  in  section  Ill.h.  below, 
new  information  may  be  developed  by 
the  GRAS  Review  Project  or  the  OTC 
Drug  Review  concerning  the  toxicity  of 
particular  vitamins  and/or  minerals 
which  would  cause  the  Food  and  Drug 
Administration  either  to  propose  new 
restrictions  in  the  interest  of  public 
safety  or  to  propose  elimination  of 
certain  existing  restrictions  as  no  longer 
justified. 

The  Commissioner  is  trusting  indus¬ 
try  to  exercise  restraint  and  common 
sense  in  restricting  itself  to  applica¬ 
tions  with  some  legitimate  basis  and 
hopes  that  it  will  not  be  necessary  to 
respond  to  an  “avalanche”  of  applica¬ 
tions  with  the  sanction  suggested  by 
the  Court  In  the  passage  quoted  above. 
The  Commissioner  requests  that  the  af¬ 
fected  industries  consolidate  their  in¬ 
terests  and  file  joint  applications,  doc¬ 
umented  in  the  manner  set  forth  above, 
for  a  small  number  of  additional  formu¬ 
lations. 

n.  Preliminary  Notice  of  Reopening 
of  Hearing 

The  Court’s  decision  remanded  the 
regulations  to  the  Agency  “with  instruc¬ 
tions  to  reopen  the  record  for  the  lim¬ 
ited  purpose  of  permitting  reasonable 
cross-examination  of  Dr.  [William  HI 
Sebrell  (or,  if  he  is  not  available,  some 
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other  qualified  member  of  the  [Food 
and  Nutrition]  Board  [of  the  National 
Academy  of  Sciences!  by  Dr.  [Miles] 
Robinson  or  counsel  of  some  other  simi¬ 
larly  interested  Participant”.  [504  F.  2d 
799.1 

Dr.  Sebrell  is  no  longer  a  member  of 
the  Food  and  Nutrition  Board.  Tenta¬ 
tive  arrangements  have  been  made  to 
call  Instead  Dr.  Alfred  E.  Harper,  who 
was  Dr.  Sebrell’s  successor  as  the  Chair¬ 
man  of  the  Committee  on  Dietary  Al¬ 
lowances  of  the  Food  and  Nutrition 
Board,  serving  in  that  capacity  at  the 
time  of  development  and  publication  of 
the  most  recent  (eighth)  edition  (1974) 
of  the  National  Academy  of  Sciences- 
National  Research  Council’s  “Recom¬ 
mended  Dietary  Allowances.”  Dr.  Harper 
is  Professor  of  Nutrition  Sciences  and 
Biochemistry  and  Chairman  of  the  De¬ 
partment  of  Nutritional  Sciences,  Uni¬ 
versity  of  Wisconsin.  Dr.  Harper  will  not 
tender  any  direct  testimony  on  behalf 
of  the  Government  except  to  identify  and 
provide  for  the  record  a  copy  of  the 
eighth  edition  (1974)  of  the  “Recom¬ 
mended  Dietary  Allowances”  developed 
by  the  Food  and  Nutrition  Board  of  the 
National  Academy  of  Sciences-National 
Research  Council.  (The  seventh  edition 
(1968)  of  this  publication  was  one  of  the 
fundamental  sources  relied  upon  in  the 
development  of  Parts  80  and  125.  The 
eighth  edition  was  published  after  ap¬ 
pellate  review  of  these  regulations  had 
begun.  Since  the  eighth  edition  was  cited 
and  quoted  in  briefs  before  the  Court  of 
Appeals  and  the  Court  itself  referred  to 
the  eighth  edition  in  its  decision  [504 
F.2d  791,  798,  799  (Ftnt.  67)1,  it  seems 
clear  that  a  copy  of  the  publication  in 
its  entirety  should  be  included  in  the 
record  prior  to  the  commencement  of  the 
examination  of  Dr.  Harper.)  Instead, 
pursuant  to  the  Court’s  direction,  he  will 
be  available  as  Dr.  Sebrell’s  successor  to 
respond  to  inquiry  by  those  opposed  to 
the  regulations,  concerning  (1)  the 
methodology  employed  in  development  of 
the  recommended  dietary  allowances  by 
the  Board  and  the  scientific  foundation 
upon  which  these  allowances  are  based, 
(2)  the  scientific  appropriateness  of  the 
Pood  and  Drug  Administration’s  use  of 
the  Board’s  recommended  dietary  allow¬ 
ances,  and  (3)  possible  biases  or  con¬ 
flicts  of  interests  on  the  part  of  the 
Board,  as  well  as  other  relevant  subjects. 

The  Commissioner  intends  to  issue 
shortly  in  the  Federal  Register  a  notice 
announcing  a  specific  time  and  place  for 
reopening  of  the  hearing  for  examination 
of  Dr.  Harper.  At  that  time  new  notices 
of  appearance  will  be  required  for  all 
who  wish  to  participate  since  it  is  likely 
that  some  of  the  participants  of  record 
may  have  changed  their  address  or  their 
counsel  or  may  no  longer  wish  to  partic- 
ttpate,  and  the  Commissioner  believes 
the  proceeding  should  be  open  to  new 
persons  who  are  not  presently  partici¬ 
pants  of  record. 

It  is  the  Commissioner’s  Intention  that 
this  proceeding  take  place  in  the  Hear¬ 
ing  Room  at  the  Food  and  Drug  Admin¬ 
istration  headquarters  in  Rockville,  MD. 

While  the  Court  has  required  only  that 


Dr.  Robinson  or  counsel  of  some  other 
similarly  interested  participant  be  al¬ 
lowed  to  engage  in  examination,  the 
Commissioner  intends  that  the  exami¬ 
nation  be  open  to  as  many  participants 
reflecting  as  many  points  of  view  as  is 
reasonably  possible.  (Indeed,  such  an 
open  approach  appears  necessary  to 
avoid  a  conflict  concerning  the  person 
to  conduct  cross-examination.  At  the 
time  of  the  hearing,  Dr.  Robinson  was 
the  official  representative  of  the  National 
Health  Federation  (NHF) .  It  appears 
that  Dr.  Robinson  is  no  longer  acting  for 
the  NHF  and  that  both  Dr.  Robinson  and 
the  NHF  may  assert  a  claim  to  conduct 
the  cross-examination  envisioned  by  the 
Court.) 

The  Commissioner  will  direct  the  Ad¬ 
ministrative  Law  Judge  that,  if  requests 
to  engage  in  examination  are  numerous 
and  the  participants  cannot  agree  among 
themselves  on  apportionment  of  time  or 
subject  matter  sufficient  to  accommodate 
all  within  a  reasonable  period  of  time, 
he  should  group  participants  with  truly 
common  interests  and  allow  only  one,  or 
perhaps  a  few,  qualified  representative(s) 
from  each  group  to  examine  Dr.  Harper. 

The  Administrative  Law  Judge  will  be 
directed  to  expedite  his  report  to  the 
Commissioner  upon  concluding  the 
hearing. 

III.  Tentative  Amendments  to 
Final  Orders 

Having  carefully  considered  the  deci¬ 
sion  of  the  Court  of  Appeals,  the  Com¬ 
missioner  concludes  that  a  number  of  re¬ 
visions,  discussed  below,  should  be  made 
in  the  regulations. 

a.  Elimination  of  maximum  potency 
restrictions  on  dietary  supplements  con¬ 
sisting  of  a  single  vitamin  or  mineral. 
Section  80.1(c)  (1)  is  tentatively  amended 
below  to  eliminate  any  maximum  po¬ 
tency  limitations  on  dietary  supplements 
consisting  of  a  single  vitamin  or  mineral. 
(As  discussed  below  in  paragraph  m.h. 
of  this  notice,  potency  may  be  restricted 
for  reasons  of  safety  by  other  sections  of 
the  act  not  here  involved  or  by  other 
regulations.) 

The  Commissioner  remains  convinced 
that,  in  the  case  of  multicomponent  sup¬ 
plements,  consumed  by  Individuals  who 
wish  to  assure  themselves  that  they  con¬ 
sume  the  range  of  vitamins  and/or 
minerals  Important  for  good  nutrition, 
the  vitamins  and/or  minerals  included 
should  be  present  in  potency  ranges  gen¬ 
erally  recognized  by  qualified  experts  to 
be  appropriate  for  such  purposes,  re¬ 
flecting  reasonable  balances  among  the 
vitamins  and/or  minerals.  The  concept 
of  standardized  multicomponent  supple¬ 
ments  is  that  they  provide  essential  vita¬ 
mins  and/or  minerals  which  are  useful 
for  supplementation  purposes  (i.e.,  those 
which  are  not  only  essential  to  good 
health  but  for  which  there  is  a  reason¬ 
able  possibility  of  dietary  deficiency)  at 
levels  that  are  nutritionally  useful  and 
that  maintain  reasonable  balance  among 
the  vitamins  and/or  minerals.  In  the 
Commissioner's  judgment,  such  combi¬ 
nation  products  should  not  provide  ex¬ 
cessive  quantities  of  a  vitamin  or  mineral 


which  are  wasteful,  i.e.,  nutritionally 
useless  and  immediately  excreted  out  of 
the  system,  and  which  serve  only  to 
create  consumer  confusion  leading  to 
false  bases  of  comparison  and  competi¬ 
tion  between  products,  which  may  lead 
to  higher  prices  but  not  to  better  prod¬ 
ucts.  Pursuant  to  the  tentative  amend¬ 
ment,  on  the  other  hand,  dietary 
supplements  consisting  of  a  single  vita¬ 
min  or  mineral  may  be  marketed 
whether  or  not  there  is  a  nutritional  ra¬ 
tionale  for  such  supplementation  at 
potencies  in  excess  of  any  established 
nutritional  usefulness.  The  Commis¬ 
sioner  concludes  that  this  approach  pre¬ 
serves  the  nutritional  integrity  of  the 
multicomponent  dietary  supplements 
while  assuring  the  public  that  dietary 
supplements  consisting  of  a  single  vita¬ 
min  or  mineral  will  be  available  individ¬ 
ually  with  no  upper  limits  except  those 
dictated  by  safety. 

b.  Status  of  vitamins  and  minerals  for 
which  there  are  no  U.S.  RDA’s.  With  re¬ 
gard  to  dietary  supplements  of  vitamins 
and/or  minerals,  the  decision  of  the 
Court  enjoins  the  provisions  of  §  125.1 
(c)  which  had  prohibited  the  addition  of 
certain  vitamins  and  minerals  recognized 
as  essential  in  human  nutrition  but  for 
which  no  U.S.  Recommended  Daily  Al¬ 
lowances  (U.S.  RDA’s)  have  been  es¬ 
tablished  and  which  had  prohibited  the 
addition  of  such  vitamins  and  minerals 
to  general  purpose  foods.  The  Court  also 
directed  the  Agency  to  consider  whether 
there  are  other  essential  nutrients  for 
which  no  U.S.  RDA’s  have  been  estab¬ 
lished,  which  are  unmentioned  in  the 
present  regulations  and  which  should  be 
added.  The  Court  specifically  mentioned 
cobalt  and  selenium  for  consideration. 

Pursuant  to  the  Court’s  decision, 
§  125.1(c)  is  tentatively  amended  be¬ 
low  to  become  simply  an  informational 
paragraph.  It  lists  those  vitamins  and 
minerals  which  are  essential  or  prob¬ 
ably  essential  in  human  nutrition  but 
for  which  no  U.S.  RDA’s  have  been  es¬ 
tablished.  The  list  has  been  expanded  to 
include  all  additional  vitamins  and  min¬ 
erals  which  the  Food  and  Nutrition  Board 
of  the  National  Academy  of  Sciences- 
National  Research  Council  (NAS-NRC) 
has  concluded  are  essential  nutrients,  or 
probably  essential  nutrients  for  man  but 
for  which  the  NAS-NRC  has  established 
no  recommended  dietary  allowances  and 
for  which,  consequently,  no  U.S.  RDA’s 
have  been  established.  As  tentatively 
amended,  the  list  now  includes  two  vita¬ 
mins,  i.e.,  vitamin  K  and  choline,  and 
twelve  minerals,  i.e.,  chlorine,  chromium, 
fluorine,  manganese,  molybdenum, 
nickel,  potassium,  selenium,  silicon,  so¬ 
dium,  tin  and  vanadium. 

The  Commissioner  concludes  that  co¬ 
balt  should  not  be  added  to  §  125.1(c). 
Cobalt  per  se  is  not  an  essential  nutrient. 
Its  only  known  function  is  as  an  Integral 
part  of  vitamin  B„  (cobalamln),  which 
is  already  Included  in  the  list  of  manda¬ 
tory  essential  vitamins.  Therefore,  there 
is  no  basis  for  including  cobalt  in  8  125.1 
(c) .  In  any  event,  cobalt  is  not  generally 
recognized  as  safe  for  use  in  food  and 
thus  any  food  use  is  illegal  in  the  absence 
of  a  supporting  food  additive  regulation. 
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(21  U.S.C.  321  (s),  342(a)(2)(C),  348.) 
Because  of  toxicity,  21  CFR  121.106(d) 
(9),  published  in  the  Federal  Register 
of  September  23,  1974  (39  FR  34172), 
specifically  prohibits  any  food  use  of 
cobaltous  salts. 

Sulfur  has  been  deleted  from  §  125.1 
(c)  as  tentatively  revised  because  sulfur 
per  se  is  not  an  essential  nutrient  but 
rather  an  integral  part  of  the  molecular 
structure  of  several  amino  acids  (methi¬ 
onine,  cystine,  cysteine).  The  concept 
of  sulfur  being  referred  to  as  an  essential 
nutrient  stems  from  this  fact.  Sulfur 
involved  in  metabolic  processes  other 
than  protein  synthesis  is  derived  in  fully 
adequate  amounts  from  the  normal 
degradation  of  proteins  containing  the 
sulfur  amino  acids.  Dietary  sulfur  in 
the  form  of  various  salts  makes  no  con¬ 
tribution  to  the  metabolic  function  of 
sulfur  in  the  body.  Sulfur  may  lawfully 
be  sold  as  an  ordinary  food  in  any  com¬ 
pound  which  is  generally  recognized  as 
safe,  if  there  is  anyone  interested  in  buy¬ 
ing  of  selling  such  a  product.  (Several 
sulfur  compounds  which  are  generally 
recognized  as  safe  and  thus  lawful  for 
use  without  a  food  additive  regulation, 
21  IJ.S.C.  321(s) ,  342(a)(2)(C),  348,  are 
listed  in  21  CFR  121.101(d).)  However, 
any  representation  that  such  sulfur  is  a 
dietary  supplement  or  that  it  has  special 
dietary  properties  would  be  false  or  mis¬ 
leading  and  unlawful. 

For  many  of  the  substances  included  in 
§  125.1(c)  as  tentatively  revised,  it  is 
unlikely  that  NAS-NRC  RDA’s  or  U.S. 
RDA’s  will  ever  be  established.  For  ex¬ 
ample,  while  nickel  appears  to  be  essen¬ 
tial  to  good  health  as  determined  by  ex¬ 
perimental  animal  studies,  the  needed 
level  of  intake  is  so  low  and  natural 
environmental  availability  is  so  perva¬ 
sively  abundant  that  there  is  no  prospect 
of  any  dietary  insufficiency  and  no  need 
to  divert  research  resources  to  determin¬ 
ing  a  specific  NAS-NRC  RDA  or  U.S. 
RDA  for  humans. 

The  decision  of  the  Court  of  Appeals 
also  directs  that  all  essential  vitamins 
and  minerals  for  which  no  U.S.  RDA’s 
have  been  established  be  integrated  into 
§  80.1(b)  (1)  (v)  and  into  the  list  of  op¬ 
tional  nutrients  in  §  80.1(f)  until  such 
time  as  U.S.  RDA’s  may  be  established. 
The  Commissioner  is  tentatively  amend¬ 
ing  the  regulations  in  a  manner  which 
he  believes  is  responsive  to  the  intentions 
of  the  Court. 

The  Court  was  concerned  about  the 
lack  of  support  for  the  banning  from  sale 
of  safe  amounts  of  essential  nutrients  for 
which  U.S.  RDA’s  have  not  been  estab¬ 
lished.  The  Commissioner  accordingly 
concludes  that  the  regulations  should  be 
amended  to  add  to  S  80.1  a  new  paragraph 
(f)  (3)  to  recognize  and  list  other  vita¬ 
mins  and  minerals,  unlisted  in  §  80.1(f) 
(1),  which  are  recognized  as  essential,  or 
probably  essential,  in  human  nutrition 
but  for  which  no  U.S.  RDA’s  have  been 
established.  (This  is  the  same  list  of  nu¬ 
trients  which  appears  in  tentatively 
amended  S  125.1(c),  as  discussed  above.) 

Because  S  80.1(b)  (2)  provides  that  a 
dietary  supplement  may  be  composed  of 
any  single  vitamin  or  mineral  listed  in 


§  80.1(f),  the  effect  of  new  5  80.1(f)(3) 
is  that  a  dietary  supplement  consisting 
of  a  single  vitamin  or  mineral  for  which 
no  U.S.  RDA  has  been  established  may  be 
sold  without  any  restrictions  on  potency 
imposed  by  Part  80  or  125.  (As  discussed 
in  paragraph  IH.h.  of  this  preamble, 
availability  may  be  restricted  for  rea¬ 
sons  of  safety  by  other  sections  of  the 
act  not  here  involved  or  by  other  regu¬ 
lations.) 

However,  on  the  basis  of  scientific 
knowledge  presently  available  to  him 
and  contained  in  the  record,  the  Com¬ 
missioner  concludes  that  a  standard  of 
identity  for  multicomponent  dietary 
supplements  of  vitamins  and/or  min¬ 
erals,  consumed  by  individuals  who  wish 
to  assure  themselves  that  they  consume 
the  range  of  vitamins  and/or  minerals 
important  for  good  nutrition,  does  not 
properly  encompass  vitamins  and  min¬ 
erals  for  which  no  NAS-NRC  RDA  nor 
any  U.S.  RDA  has  been  established. 
While  there  is  evidence  that  these  nu¬ 
trients  are  “essential”,  there  currently 
is  no  body  of  scientific  evidence  estab¬ 
lishing  that  American  diets  are  deficient 
in  any  of  them.  Accordingly,  it  would  be 
wasteful  and  misleading  to  include  them 
in  standardized  multicomponent  dietary 
supplements  consumed  by  individuals 
who  wish  to  assure  themselves  that  they 
consume  the  range  of  vitamins  and/or 
minerals  important  for  good  nutrition. 
Under  these  circumstances,  the  Com¬ 
missioner  concludes  that  it  would  not 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers  for  him  on  his 
own  initiative  to  provide  for  the  addi¬ 
tion  of  such  nutrients  to  multicomponent 
supplements. 

In  section  I  of  this  preamble,  the  Com¬ 
missioner  invites  the  filing  of  applica¬ 
tions  for  additional  formulations  of  die¬ 
tary  supplements  of  vitamins  and  min¬ 
erals.  The  Commissioner  advises  that  he 
will  give  unbiased  consideration  to  any 
application  which  concerns  additional 
multicomponent  combinations  involving 
vitamins  and/or  minerals  for  which  no 
U.S.  RDA  has  been  established,  and  he 
recognizes  his  obligation  under  the  deci¬ 
sion  of  the  Court  to  consider  permitting  a 
limited  number  of  additional  formula¬ 
tions  under  the  conditions  established  by 
the  Court. 

Finally,  the  Commissioner  has  con¬ 
cluded  that  dietary  supplements  of  vita¬ 
mins  and/or  minerals  containing  a  vita- 
min(s)  or  mineral (s)  for  which  no  U.S. 
RDA  has  been  established  should  bear 
a  statement  to  inform  the  consumer  of 
this  fact.  Sections  80.1(i)(l)  and  125.3 
(a)  (2)  are  tentatively  amended  to  re¬ 
quire  label  statement  of  such  informa¬ 
tion. 

c.  Elimination  of  provision  that  high 
potency  vitamin/mineral  products  are 
drugs.  The  Court  ruled  §  125.1(h)  to  be 
invalid.  This  paragraph  had  provided 
that,  except  for  certain  specified  and 
quite  limited  products,  a  vitamin/mineral 
product  with  a  potency  exceeding  the 
limits  set  by  §  80.1  was  necessarily  a 
drug. 

The  Court  concluded  that  the  hearing 
record  did  not  show  that  there  is  no 


known  food  use  of  nutrients  at  such  high 
levels. 

•  •  •  it  cannot  be  said  even  as  an  objec¬ 
tive  matter  that  a  given  bottle  of  pills,  each 
containing  more  than  the  upper  limit  of  one 
or  more  nutrients,  is  not  being  used  for  nu¬ 
tritional  purposes. 

A  fortiori  it  follows  that  the  vendor  of 
such  a  product  can  in  good  faith  Intend  it 
for  nontherapeutic  use.  Section  201(g)(1) 
(B)  [21  U.S.C.  321(g)(1)(B)]  makes  the 

vendor’s  Intent  the  crucial  element  in  the 
definition  of  “drug”  here  at  issue  •  •  * 
while  we  agree  that  a  factfinder  should  be 
free  to  pierce  all  of  a  manufacturer's  sub¬ 
jective  claims  of  Intent  and  even  his  mislead¬ 
ingly  "nutritional”  labels  to  find  actual 
therapeutic  intent  on  the  basis  of  objective 
evidence  in  a  proper  case,  such  objective  evi¬ 
dence  would  need  to  consist  of  something 
more  than  demonstrated  uselessness  as  a 
food  for  most  people  *  •  • 

Our  invalidation  of  this  subsection  in  no 
way  prevents  high-dosage  products  properly 
labeled  from  being  marketed  as  over-the- 
counter  drugs.  But  under  our  ruling  $  125.1 
(h)  will  cease  to  have  any  Independent  re¬ 
strictive  force.  [504  F.  2d  789.] 

The  Commissioner  has  considered 
whether  the  record  should  be  reopened 
to  permit  the  admission  of  additional 
evidence  on  this  matter.  In  view  of  the 
fact  that  the  sole  difference  between  the 
approach  taken  in  §  125.1(h)  and  the 
approach  taken  by  the  Court  is  that, 
pursuant  to  the  Court’s  decision,  these 
products  will  now  be  regulated  under 
the  law  as  foods  rather  than  as  over-the- 
counter  (nonprescription)  drugs,  the 
Commissioner  has  concluded  that  no 
useful  purpose  would  be  served  by  pur¬ 
suing  this  point  as  a  general  rule  at  this 
time.  It  is  now  clear  that,  in  specific 
situations  involving  an  individual  vita¬ 
min  or  mineral,  where  the  need  for  pre¬ 
scription  drug  control  is  essential  to  pro¬ 
tect  the  public  health,  the  vitamin  or 
mineral  in  question  may  properly  be 
classified  as  a  prescription  drug  to  pre¬ 
vent  indiscriminate  use  by  laymen  with¬ 
out  medical  supervision.  See  “National 
Nutritional  Foods  Association  v.  Wein¬ 
berger,”  No.  74-1738  (  2d  Cir.  1975).  Ac¬ 
cordingly,  pursuant  to  the  Court’s  de¬ 
cision,  the  tentative  order  revokes 
§  125.1(h). 

As  the  foregoing  quotation  from  the 
Court’s  decision  specifically  recognizes, 
a  person  may  choose  to  offer  a  vitamin 
and/or  mineral  product  as  a  drug  rather 
than  as  a  food,  in  which  case  the  product 
must  comply  with  the  drug  requirements 
of  the  act  and  the  regulations  promul¬ 
gated  pursuant  thereto  rather  than  these 
regulations. 

The  term  “dietary  supplement”  ap¬ 
plies  solely  to  foods  and  has  no  appli¬ 
cation  to  a  product  offered  solely  as  a 
drug.  A  vitamin  and/or  mineral  prod¬ 
uct  which  is  offered  as  a  food  and  which 
comes  within  the  definition  of  a  “dietary 
supplement”  in  Part  80  must,  of  course, 
comply  with  the  definition  and  standard 
of  identity  established  by  Part  80.  Sec¬ 
tion  403(g)  of  the  act  (21  U.S.C.  343(g) ) 
provides  that  a  food  shall  be  deemed  to 
be  misbranded  if  it  purports  to  be  or 
is  represented  as  a  food  for  which  a  defi¬ 
nition  and  standard  of  Identity  has  been 
prescribed  by  regulation  unless  it  con¬ 
forms  to  such  definition  and  standard. 
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A  new  $  80.1(n)  (1)  is  added  to  the  regu¬ 
lations  to  explain  that  a  dietary  supple¬ 
ment  which  does  not  comply  with  the 
standard  of  identity  for  dietary  supple¬ 
ments  will  be  deemed  to  be  a  misbranded 
food  pursuant  to  section  403(g)  of  the 
act. 

d.  “Unmentioned  elements  ."  The 
Agency  was  directed  by  the  Court  “to 
articulate  its  intentions  with  respect  to 
those  unmentioned  elements  which  it 
finds  not  to  be  essential”. 

Ingredients  which  have  in  the  past 
been  represented  as  having  nutritional 
properties  but  which  have  not  been 
shown  to  be  essential  in  human  nutri¬ 
tion  and  thus  are  not  included  in  §  125.1 
will  continue  to  be  governed  by  the  pro¬ 
visions  of  §  125.2(b)  (5),  i.e.,  they  may  not 
be  added  to  vitamin/mineral  supple¬ 
ments  but  they  may  be  sold  as  ordinary 
foods  by  themselves  or  in  combination 
with  one  another.  Thus,  for  example,  a 
person  remains  free  to  sell  rutin  tablets, 
or  tablets  containing  a  combination  of 
rutin  and  para-amino-benzoic  acid,  etc., 
as  food  provided  no  claims  are  made  for 
such  foods  to  the  effect  that  they  have 
special  nutritional  properties.  However, 
one  may  not  add  rutin  or  para-amino- 
benzoic  acid  to  a  vitamin  and/or  mineral 
supplement  because  to  do  so  would  tend 
to  mislead  a  consumer  into  believing  that 
the  additional  ingredient  makes  the  sup¬ 
plement  more  useful. 

Section  125.2(b)  (5)  presently  lists 
specific  substances  which  have  in  the  past 
been  represented  as  having  nutritional 
properties  but  which  have  not  been 
shown  to  be  essential  to  human  nutrition 

e.g.,  rutin,  para-amino-benzoic  acid.  The 
substances  included  by  name  in  §  125.2 
(b)  (5)  are  automatically  banned  by 
operation  of  law  from  vitamin  and/or 
mineral  supplements  by  §  125.2(b)  (5) .  To 
rely  on  this  section  of  the  regulation  for 
banning  any  other  such  substance  from  a 
vitamin  and/or  mineral  supplement,  it 
would  be  necessary  either  (1)  to  demon¬ 
strate  by  an  appropriate  factual  show¬ 
ing  that  the  substance  has  been  repre¬ 
sented  as  having  nutritional  properties 
but  has  not  been  shown  to  be  essential 
In  human  nutrition,  and  that  it  is  thus 
within  the  class  of  substances  banned 
from  dietary  supplements  by  21  CFR 
125.2(b)  (5),  e.g.,  in  a  civil  seizure  action 
pursuant  to  section  304  of  the  act  (21 
U.S.C.  334) ,  or  (2)  to  engage  in  new  rule 
making  to  add  the  substance,  by  name, 
to  §  125.2(b)  (5). 

Under  the  regulations,  it  is  not  per¬ 
missible  to  add  to  a  dietary  supplement 
any  ingredient  which  does  not  provide  a 
vitamin  or  mineral  or  serve  a  functional 
purpose,  since  the  definition  and  stand¬ 
ard  of  Identity  does  not  provide  for  the 
inclusion  of  such  substances.  (21  CFR 
80.1(g);  21  U.S.C.  343(g)(1).)  Thus  a 
substance  which  does  not  provide  any 
vitamin  or  mineral  and  which  is  not  a 
“preservative,  stabilizer,  flavor,  sweet¬ 
ener,  color,  seasoning,  carrier,  base,  or 
vehicle”  and  which  does  not  “facilitate 
preparation”  of  the  vitamin  and  mineral 
substances,  may  not  be  Included  In  a 
dietary  supplement  (21  CFR  80.1(g) ;  21 
UJS.C.  343(g)  (!).), 


Of  course,  even  if  a  substance  may 
legally  be  included  in  a  dietary  supple¬ 
ment  of  vitamins  and  minerals,  it  may 
not  be  declared  on  the  label  in  a  manner 
which  is  false  or  misleading  or  otherwise 
in  violation  of  the  act  or  regulations.  For 
example,  assuming  that  alfalfa  is  a 
source  of  vitamin  A  activity,  the  regula¬ 
tions  would  permit  use  of  alfalfa  as  the 
source  of  vitamin  A  in  the  manufacture 
of  a  dietary  supplement  of  vitamin  A. 
Such  a  product  would  be  labeled  as  a 
“vitamin  A  supplement”  (21  CFR  80.1 
(h) ),  and  “alfalfa”  would  be  included  in 
the  list  of  ingredients  (21  CFR  80.1  (i) 
(4)),  but  not  in  the  listing  of  vitamins 
and  minerals  (21  CFR  80.1(i)(l)).  It 
would  also  be  permissible  to  include  in 
labeling  for  such  a  dietary  supplement  of 
vitamin  A  a  truthful  statement  that  it 
is  “derived  from  alfalfa”.  However,  to 
offer  such  a  product  as  a  “vitamin  A — 
alfalfa  supplement”  would  violate  21  CFR 
80.1(h)  and  section  403(a)  of  the  act  (21 
U.S.C.  343(a)).  (A  product  such  as 
“powdered  alfalfa”  could  be  sold  as  an 
ordinary  food,  rather  than  as  a  dietary 
supplement,  with  nutrition  labeling  pur¬ 
suant^  21  CFR  1.17.) 

Of  course,  any  unqualified  representa¬ 
tion  in  labeling  of  a  special  dietary  food 
to  the  effect  that  the  vitamin  or  mineral 
content  is  derived  from  a  particular 
source  would  be  misleading,  in  violation 
of  sections  403(a)  and  201  (n)  of  the  act 
(21  U.S.C.  343(a),  321(n)),  unless  that 
source  provides  a  significant  portion  of 
the  vitamin  or  mineral  content  of  the 
product.  For  example,  it  would  be  mis¬ 
leading  for  a  dietary  supplement  to  bear 
labeling  claims  such  as  “vitamin  A  de¬ 
rived  from  alfalfa”  or  “vitamin  C  derived 
from  rose  hips”,  if  only  two  percent  of 
the  vitamin  A,  or  vitamin  C,  content  of 
the  product  is  derived  from  that  source. 

To  help  clarify  this  situation  and  pre¬ 
vent  misleading  labeling  with  regard  to 
the  source  of  a  vitamin  or  mineral,  a 
tentative  amendment  to  the  regulations, 
21  CFR  125.3(c),  requires  that  whenever 
a  representation  is  included  in  labeling 
concerning  the  source  of  a  vitamin  or 
mineral,  the  representation  shall  be  ac¬ 
companied,  in  type  of  at  least  equal  size 
and  prominence,  by  a  statement  of  the 
percent  of  the  vitamin  or  mineral  con¬ 
tent  provided  by  that  source.  For  ex¬ 
ample,  if  40  percent  of  the  vitamin  A 
content  of  a  dietary  supplement  is  de¬ 
rived  from  alfalfa,  a  label  statement 
“contains  vitamin  A  derived  from  al¬ 
falfa”  would  be  required  to  be  accom¬ 
panied,  in  type  of  equal  size  and  prom¬ 
inence,  by  a  statement  such  as  “40  per¬ 
cent  of  the  vitamin  A  content  of  this 
product  is  derived  from  alfalfa”. 

e.  Certain  representations  concerning 
iron.  Pursuant  to  the  Court’s  decision, 
§  125.2(b)  (2)  is  amended  to  permit  rep¬ 
resentations  that  infants,  children,  and 
women  of  childbearing  age  may  not  be 
receiving  adequate  amounts  of  iron  in 
their  daily  diets. 

f.  Revisions  in  formulations.  As  di¬ 
rected  by  the  Court,  5  80.1(b)(4)  is 
amended  to  make  clear  that  future  re¬ 
visions  regarding  permissible  formula¬ 
tions  might  involve  greater  product  po¬ 
tencies  as  well  as  different  combinations 


of  ingredients,  when  such  revisions 
would  promote  honesty  and  fair  dealing 
in  the  interest  of  consumers. 

g.  Fresh  fruits  and  vegetables.  Section 
80.1(e)  (5)  and  (6)  is  amended  to  im¬ 
plement  the  Court’s  order  that  fresh 
fruits  and  fresh  vegetables  be  exempted 
from  the  regulations.  In  a  notice  pub¬ 
lished  in  the  Federal  Register  of  Febru¬ 
ary  26,  1975  (40  FR  8214),  the  Commis¬ 
sioner  proposed  regulations  to  govern 
nutrition  labeling  of  fresh  fruits  and 
fresh  vegetables. 

h.  Safety  restrictions  imposed  by  other 
regulations  or  by  the  act.  Although  Parts 
80  and  125,  as  tentatively  amended,  do 
not  place  any  restriction  upon  the  po¬ 
tency  of  a  vitamin  or  mineral  sold  in¬ 
dividually,  restrictions  on  maximum  po¬ 
tency  or  other  restrictions  on  availability 
or  use  may  be  imposed  for  reasons  of 
safety  by  other  regulations  or  by  the 
act.  For  informational  purposes,  perti¬ 
nent  restrictions  are  cross-referenced  in 
tentative  new  §80.1(n)(2). 

A  discussion  of  existing  limitations  on 
food  use  of  vitamins  and  minerals  im¬ 
posed  by  other  regulations  and  cross- 
referenced  for  informational  purposes  in 
new  5  80.1(n)(2)  follows: 

(1)  Vitamin  A.  Any  oral  preparation 
containing  vitamin  A  in  excess  of  10,000 
IU  per  dosage  unit  or  recommended  daily 
intake  is  deemed  to  be  a  drug  and  is  re¬ 
stricted  to  prescription  sale  (21  CFR  250.- 
109).  Sale  of  a  product  exceeding  this 
potency  as  a  dietary  supplement  would 
be  illegal. 

(2)  Vitamin  D.  Any  oral  preparation 
containing  vitamin  D  in  excess  of  400  IU 
per  dosage  unit  or  recommended  daily 
intake  is  deemed  to  be  a  drug  and  is  re¬ 
stricted  to  prescription  sale  (21  CFR 
250.110) .  Sale  of  a  product  exceeding  this 
potency  as  a  dietary  supplement  would 
be  illegal.  (21  CFR  250.11  contains  an 
exception  for  foods  which  are  for  use 
under  medical  supervision  to  meet  nu¬ 
tritional  requirements  of  persons  with 
poor  vitamin  D  absorption,  which  may 
contain  vitamin  D  not  in  excess  of  1,000 
IU  per  dosage  unit  or  recommended  daily 
intake.) 

(3)  Folic  acid.  Folic  acid  is  not  gen¬ 
erally  recognized  as  safe  for  addition  to 
food  for  its  vitamin  property  and  conse¬ 
quently  the  substance  is  a  food  additive 
for  such  use  subject  to  the  limitations 
on  use  set  forth  in  the  food  additive  regu- 
tion  21  CFR  121.1134  (e.g„  maximum 
daily  adult  intake  not  to  exceed  0.4  mg 
except  for  pregnant  or  lactating  women, 
for  whom  the  limit  is  0.8  mg) . 

(4)  .  Iodine.  Iodine  is  not  generally  rec¬ 
ognized  as  safe  for  addition  to  food  for 
its  mineral  property  except  when  added 
to  table  salt  as  cuprous  iodide  or  potas¬ 
sium  iodide  at  a  level  not  to  exceed  0.01 
percent  (21  CFR  121.101(d)(5)).  Any 
other  addition  of  iodine  to  food  for  its 
mineral  property  constitutes  usage  as  a 
food  additive  and  must  be  in  accord  with 
a  food  additive  regulation.  Food  additive 
regulation  21  CFR  121.1073  permits  the 
addition  of  iodine  to  food  for  its  mineral 
property  if  contributed  as  potassium 
iodide,  with  certain  restrictions  (e.g., 
maximum  daily  adult  Intake  not  to  ex¬ 
ceed  225  meg  except  for  pregnant  or 


FEDERAL  REGISTER,  VOL.  40,  NO.  103— WEDNESDAY,  MAY  2S,  1975 


23248 


PROPOSED  RULES 


lactating  women,  for  whom  the  limit  is 
300  meg).  Pood  additive  regulation  21 
CFR  121.1149  permits  the  addition  of 
kelp  to  food  as  a  source  of  iodine,  with 
the  same  potency  restrictions. 

(5)  Copper.  Copper  contributed  as  cop¬ 
per  gluconate  is  not  generally  recognized 
as  safe  for  addition  to  food  for  its  min¬ 
eral  property  if  the  copper  gluconate  ex¬ 
ceeds  0.005  percent  by  wreight  of  the  fin¬ 
ished  food  product  (21  CFR  121.101(d) 
(5) ) .  Use  of  copper  gluconate  in  a  dietary 
supplement  in  excess  of  this  level  is  ille¬ 
gal  in  the  absence  of  a  food  additive 
regulation  approving  such  use. 

(6)  Fluorine.  Because  of  the  potential 
toxicity  of  fluorine  compounds,  fluorine 
is  not  generally  recognized  as  safe  for 
addition  to  food,  except  for  low  levels  in 
water  as  approved  by  the  Public  Health 
Service  (21  CFR  121.10).  Accordingly,  in 
the  absence  of  an  authorizing  food  addi¬ 
tive  regulation,  the  inclusion  of  fluorine 
in  a  dietary  supplement  product  would 
be  illegal. 

(7)  Potassium.  Preparations  of  potas¬ 
sium  salts  providing  100  mg  or  more  of 
potassium  per  tablet  (or  20  mg  or  more 
per  milliliter)  are  deemed  to  be  drugs  and 
are  restricted  to  sale  on  a  prescription 
basis  by  §  201.306  (21  CFR  201.306)  be¬ 
cause  concentrated  doses  of  potassium 
salts  may  produce  serious  and  possibly 
fatal  lesions  in  the  small  bowel. 

In  addition  to  the  limitations  on  use 
of  particular  vitamins  and  minerals  im¬ 
posed  by  existing  regulations,  as  dis¬ 
cussed  above,  food  use  of  a  vitamin  or 
mineral  may  be  restricted  for  reasons  of 
safety  by  direct  application  of  the  act. 

Any  added  vitamin  or  mineral  which  is 
not  generally  recognized,  among  experts 
qualified  by  scientific  training  and  ex¬ 
perience  to  evaluate  its  safety,  as  having 
been  adequately  shown  to  be  safe  under 
the  conditions  of  its  intended  use  in  food 
is  a  food  additive  within  the  meaning  of 
section  201  (s)  of  the  act  (21  U.S.C.  321 
(s) ) ,  and  pursuant  to  sections  402(a)  (2) 
(C)  and  409  of  the  act  (21  U.S.C.  342(a) 
(2)  (C)  and  348)  such  use  is  illegal  in  the 
absence  of  a  food  additive  regulation 
approving  such  use.  This  legal  principle 
is  set  forth  in  new  §  80.1  (n)  for  informa¬ 
tional  purposes. 

For  example,  in  the  judgment  of  the 
Commissioner,  molybdenum  is  not  gen¬ 
erally  recognized  as  safe  for  addition  to 
food.  Thus,  a  “molybdenum  supplement" 
would  be  subject  to  regulatory  action, 
e.g.,  a  civil  seizure  action  in  a  United 
States  District  Court  pursuant  to  section 
304  of  the  act  (21  U.S.C.  334),  charging 
that  the  supplement  is  adulterated 
within  the  meaning  of  section  402(a)  (2) 
(C)  of  the  act  (21  U.S.C.  342(a)  (2)  (C) ) 
in  that  it  contains  a  food  additive  within 
the  meaning  of  section  201  (s)  of  the  act 
(21  U.S.C.  321  (s)),  i.e.,  molybdenum, 
which  is  unsafe  for  such  use  within  the 
meaning  of  section  409  of  the  act  (21 
U.S.C.  348)  because  there  is  no  food  ad¬ 
ditive  regulation  or  exemption  permit¬ 
ting  such  use.  Should  a  claimant,  under 
these  circumstances,  contend  that  mo¬ 
lybdenum  is  generally  recognized  as  safe 
and  thus  not  a  food  additive  within  the 
meaning  of  21  U.S.C.  321  (s),  this  would 
be  a  factual  issue  for  determination  in 


the  civil  seizure  action  in  the  absence  of 
a  regulation  governing  the  status  of  the 
nutrient. 

A  listing  of  some  of  the  vitamins,  min¬ 
erals  and  compounds  with  vitamin  and/ 
or  mineral  properties  which  are  gener¬ 
ally  recognized  as  safe  (GRAS),  and 
thus  (since  a  substance  which  is  GRAS 
is  not  a  food  additive,  21  U.S.C.  321  (s) ) 
lawful  for  use  without  a  food  additive 
regulation,  appears  at  §  121.101(d)  (5) 
(21  CFR  121.101(d)  (5)). 

As  21  CFR  121.101(a)  specifically  ad¬ 
vises,  it  is  not  practicable  to  list  by  regu¬ 
lation  all  substances  that  are  generally 
recognized  as  safe  for  their  intended  use. 
Accordingly,  upon  request,  addressed  to 
U.S.  Food  and  Drug  Administration,  Bu¬ 
reau  of  Foods,  Division  of  Regulatory 
Guidance,  HFF-310,  200  C  St.  SW., 
Washington,  D.C.  20204,  the  Food  and 
Drug  Administration  will  advise  whether, 
in  its  judgment,  a  particular  use  of  a 
vitamin  or  mineral  (not  specifically  gov¬ 
erned  by  regulation)  is  generally  recog¬ 
nized  as  safe  within  the  meaning  of  sec¬ 
tion  201  (s)  of  the  act  and  thus  lawful 
for  use  without  a  food  additive  regula¬ 
tion. 

Pursuant  to  new  safety  data  developed 
by  the  Food  and  Drug  Administration’s 
GRAS  Review  Project,  described  in.  the 
Federal  Register  of  July  26,  1973  (38 
FR  20053),  or  developed  by  the  Food 
and  Drug  Administration's  Over-the- 
Counter  (OTC,  i.e.,  nonprescription) 
Drug  Review,  described  in  §  330.10  (21 
CFR  330.10),  or  derived  from  other 
sources,  additional  restrictions  in  the  in¬ 
terest  of  safety  may  be  imposed  on  the 
use  of  a  vitamin  or  mineral  by  appropri¬ 
ate  new  rule  making,  or  existing  restric¬ 
tions  may  be  eliminated.  Restrictions 
contained  in  such  regulations  will  rou¬ 
tinely  be  cross-referenced  in  §80.1(n) 
(2). 

The  Commissioner  advises  that  he  is 
planning  to  initiate  new  rule  making  to 
particularize  more  comprehensively  than 
existing  §  121.101(d)  (5)  the  vitamins, 
minerals  and  compounds  with  vitamin 
and/or  mineral  properties  which  are 
GRAS  (specifying  potency  limitations 
where  recognition  of  safety  depends  upon 
such  limited  use)  and  to  list  as  well  those 
substances  which  are  not  GRAS  at  any 
level  of  use.  Proposals  for  such  rule  mak¬ 
ing  will  appear  in  the  Federal  Register. 

In  the  meantime,  the  Commissioner 
advises  that  he  presently  has  the  follow¬ 
ing  tentative  view's  regarding  safety  of 
nutrients  not  already  discussed  above. 
Except  for  vitamins  A  and  D  and  folic 
acid  (all  three  of  which  are  subject  to 
existing  regulations  restricting  potency, 
discussed  above) ,  the  Commissioner  does 
not  believe  that  current  scientific  knowl¬ 
edge  warrants  any  potency  restrictions  in 
the  interest  of  safety  upon  use  of  the 
vitamins  (mandatory  or  optional)  listed 
in  §  80.1(f)  (1)  or  upon  the  use  of  cho¬ 
line.  However,  with  regard  to  vitamin 
K,  the  Commissioner  is  presently  of  the 
opinion  that  synthesized  vitamin  K 
(menadione)  could  only  be  intended  for 
therapeutic  use,  and,  because  of  the 
potential  for  harm  involved  in  its  use, 
that  it  should  be  dispensed  only  on  pre¬ 
scription.  The  naturally  occurring  vi¬ 


tamin  K  (phylloquinone) ,  on  the  other 
hand,  appears  to  be  generally  recognized 
as  safe  for  use  as  a  dietary  supplement 
at  least  up  to  levels  providing  100  meg 
per  recommended  daily  quantity.  While 
all  of  the  minerals  included  in  §  80.1(f) 
(1)  are  generally  recognized  as  safe  for 
use  in  dietary  supplements  at  levels  of 
up  to  150  percent  of  the  U.S.  RDA  per 
day,  toxicity  concerns  arise  if  higher  po¬ 
tencies  are  chronically  consumed,  and,  if 
practicable,  it  would  be  useful  to  particu¬ 
larize  by  regulation,  in  the  forthcoming 
rule  making,  the  potency  levels  at  which 
these  nutrients  cease  to  be  GRAS.  Man¬ 
ganese  appears  to  be  generally  recognized 
as  safe  for  use  as  a  dietary  supplement 
for  adults  and  children  4  or  more  years 
of  age  at  levels  of  up  to  7.0  mg  per  recom¬ 
mended  daily  quantity.  Chlorine  and  so¬ 
dium  may  cease  to  be  GRAS  for  dietary 
supplement  use  at  certain  levels.  Finally, 
in  the  absence  of  any  reliable  data  ex¬ 
isting  at  this  time  to  indicate  a  safe  level 
for  addition  to  food,  and  in  view  of  rec¬ 
ognized  toxic  potentialities,  the  Commis¬ 
sioner  has  tentatively  concluded  that 
chromium,  molybdenum,  nickel,  sele¬ 
nium,  silicon,  tin,  and  vanadium  are  not 
GRAS  for  addition  to  food  for  dietary 
supplementation  and  that  any  such  use 
would  require  a  food  additive  applica¬ 
tion.  The  foregoing  observations  are  of¬ 
fered  simply  as  a  matter  of  information 
concerning  the  Commissioner’s  present, 
tentative,  views  on  the  GRAS  status  of 
particular  nutrients;  the  forthcoming 
proposed  rule  making  will  Include  a  de¬ 
tailed  discussion  of  the  safety  concerns, 
if  any,  which  arise  with  regard  to  each 
nutrient,  together  with  citations  to  pub¬ 
lished  literature. 

i.  Lower  limits  for  supplements  without 
U.S.  RDA’s.  The  Commissioner  advises 
that,  based  on  current  scientific  knowl¬ 
edge  available  to  him,  a  dietary  supple¬ 
ment  providing  respectively  less  than 
200  mg  of  choline,  50  meg  of  naturally 
occurring  vitamin  K  (phylloquinone) ,  or 
1.25  mg  of  manganese  per  recommended 
daily  quantity  would  not  serve  a  useful 
purpose  as  a  dietary  supplement.  Promo¬ 
tion  of  supplements  containing  less  than 
these  respective  amounts  would  be  mis¬ 
leading,  in  violation  of  section  403 ( a) 
of  the  act. 

j.  Future  revisions  of  U.S.  RDA’s.  The 
United  States  Recommended  Daily  Al¬ 
lowances  (U.S.  RDA’s)  were  established 
primarily  on  the  basis  of  the  recom¬ 
mended  dietary  allowances  (RDA’s) 
contained  in  the  7th  edition  of  “Recom¬ 
mended  Dietary  Allowances,”  published 
in  1968  by  the  NAS-NRC.  The  8th  edi¬ 
tion,  published  in  1974,  contains  a  num¬ 
ber  of  changes  in  the  NAS-NRC  RDA’s 
for  various  age  and  sex  groups.  It  is  the 
Commissioner’s  present  view  that  the 
changes  made  are  not  of  sufficient  mag¬ 
nitude  as  they  relate  to  overall  public 
health  to  warrant  similar  changes  in  the 
U.S.  RDA’s  at  this  point  in  time.  How¬ 
ever,  the  Commissioner  advises  that  U.S. 
RDA’s  may  be  proposed  for  additional 
nutrients  over  the  next  several  years  on 
the  basis  of  accumulating  scientific 
knowledge,  and  that  It  Is  reasonable  to 
anticipate  changes  in  existing  U.S. 
RDA’s  to  reflect  changes  in  the  NAS- 
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NRC  RDA’s  when  the  latter  are  next 
published,  probably  1979. 

k.  Miscellaneous.  The  remaining 
changes  Implemented  by  the  amend- 
mentment  to  the  tentative  order  involve 
adjustments  for  consistency  with  the 
changes  already  discussed. 

In  accordance  with  the  foregoing  dis¬ 
cussion  and  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  401,  403  (a)  and  (J), 
701  (a)  and  (e),  52  Stat.  1041,  1046- 
1048,  1055,  70  Stat.  919;  21  U.S.C.  321(n>, 
341,  343  (a)  and  (j),  371  (a)  and  (e) ) 
and  under  authority  delegated  to  him 
(21  CFR  2.120),  the  Commissioner  issues 
the  following  tentative  amendments  to 
the  final  orders  establishing  §§80.1, 
125.1,  125.2,  and  125.3. 

PART 80— DEFINITIONS  AND  STANDARDS 

OF  IDENTITY  FOR  FOOD  FOR  SPECIAL 

DIETARY  USES 

l.  Section  80.1  is  amended  by  revising 
the  introductory  text  of  paragraph  (b) 
(1),  paragraphs  (b)(4),  (c)(1),  (e)  (5) 
and  (6),  (h)  (2)  (v)  and  (i)(l),  and  by 
adding  new  paragraphs  (f)  (3)  and  (n) 
to  read  as  follows: 

§  80.1  Dietary  supplements  of  vitamins 
and  minerals;  definition,  identity,  la¬ 
bel  statements. 

*  *  •  *  * 

(b)  •  •  • 

(1)A  dietary  supplement  consisting  of 
more  than  one  vitamin  or  mineral  shall 
contain  only  those  vitamins  and/or  min¬ 
erals  listed  in  paragraph  (f)(1)  of  this 
section  and  shall  be  offered  for  its  vita¬ 
min  and/or  mineral  content  only  in  the 
following  combinations,  with  the  pro¬ 
vision  that  any  vitamin  or  mineral  de¬ 
fined  as  optional  in  paragraph  (f )  (1)  of 
this  section  may  be  omitted: 

*  *  *  •  * 

(4)  Amendment  of  the  list  of  permis¬ 
sible  combinations  of  vitamins  and/or 
minerals  contained  in  paragraph  (b)(1) 
of  this  section  and/or  of  the  permitted 
range  of  potency  for  any  vitamin(s)  or 
mineral  (s)  in  a  combination  product,  or 
any  other  amendments  to  this  section, 
may  be  proposed  by  the  Commissioner  of 
Food  and  Drugs  on  his  own  initiative  or 
upon  petition  by  an  interested  person  in 
accordance  with  the  procedure  set  forth 
in  Part  2  of  this  chapter.  Any  such  peti¬ 
tion  shall  be  submitted  in  the  form  set 
forth  in  §  2.65  of  this  chapter  and  shall 
Include  data  to  show  that  such  amend¬ 
ment  will  promote  honesty  and  fair  deal¬ 
ing  in  the  interest  of  consumers. 

•  •  *  *  • 

(c)  •  •  • 

(1)  Subject  to  good  manufacturing 
practices,  dietary  supplements  consisting 
of  more  than  one  vitamin  or  mineral 
shall  contain  in  the  specified  daily  quan¬ 
tity  not  less  than  the  lower  limit  nor 
more  than  the  upper  limit  of  any  nutri¬ 
ent  specified  in  paragraph  (f)  (1)  of  this 
section  for  the  groups  for  which  the  sup¬ 
plement  is  offered;  and  dietary  supple¬ 
ments  consisting  of  a  single  vitamin  or 
mineral  listed  in  paragraph  (f )  (1)  of  this 
section  shall  contain  in  the  specified  daily 


quantity  not  less  than  the  lower  limit  of 
the  nutrient  specified  in  paragraph  (f) 
(1)  of  this  section  for  the  groups  for 
which  the  nutrient  is  offered. 

•  •  •  •  • 

(e)  •  •  • 

(5)  Foods  to  which  one  or  more  nutri¬ 
ent^)  listed  in  paragraph  (f)  (1)  of  this 
section  are  added  to  improve  nutritional 
quality,  unless  the  total  level,  including 
any  naturally  occurring  amounts,  of  any 
such  added  vitamin  or  mineral  per  single 
serving  attains  or  exceeds  50  percent  of 
the  U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  for  adults  and  children  4 
years  or  more  of  age  as  specified  in 
§  125.1(b)  of  this  chapter,  in  which  case 
the  provisions  of  both  this  section  and 
§  1.17  of  this  chapter  shall  apply.  If  the 
provisions  of  both  this  section  and  §  1.17 
of  this  chapter  apply  to  a  food,  the  label¬ 
ing  of  such  food  shall  conform  to  the 
labeling  established  in  this  section  except 
that  the  labeling  established  in  §  1.17(c) 
of  this  chapter,  including  the  order  for 
listing  vitamins  and  minerals  established 
in  §  1.17(c)  (7)  (iv)  of  this  chapter,  shall 
be  used  in  lieu  of  the  labeling  established 
in  paragraph  (i)(l)  of  this  section. 

(6)  Raw  agricultural  commodities. 

•  *  *  •  * 

(f)  •  •  • 

(3)  In  addition  to  the  nutrients  listed 
in  paragraph  (f )  (1)  of  this  section,  other 
vitamins  and  minerals  recognized  as  es¬ 
sential,  or  probably  essential,  in  human 
nutrition  in  their  biologically  active 
forms  are  vitamin  K,  choline,  and  the 
minerals  chlorine,  chromium,  fluorine, 
manganese,  molybdenum,  nickel,  potas¬ 
sium,  selenium,  silicon,  sodium,  tin,  and 
vanadium. 

•  •  •  *  • 

(h)  •  •  • 

(2)  •  •  •  (v)  “ -  supplement” 

for  a  dietary  supplement  containing  a 
single  vitamin  or  mineral  listed  in  para¬ 
graph  (f)  of  this  section  (the  blank  to 
be  filled  in  with  the  name  of  the  vitamin 
or  mineral). 

•  *  •  •  • 

(i)  *  •  •  (1)  Immediately  following 
the  name  and  group  designation  on  the 
principal  display  panel,  as  required  by 
paragraph  (h)  of  this  section,  or  on 
the  information  panel  under  1 1.8d  of 
this  chapter,  if  insufficient  space  is  avail¬ 
able  on  the  principal  display  panel,  the 
label  shall  bear  a  listing  in  tabular  form 
of  each  of  the  vitamins  and/or  min¬ 
erals  supplied  by  the  specified  daily 
quantity  of  the  dietary  supplement,  such 
dally  quantity  being  specified  at  the  top 
of  the  list.  The  vitamins  and/or  minerals 
shall  be  described  by  the  names  appear¬ 
ing  in  paragraph  (f )  of  this  section,  shall 
appear  in  the  order  listed  in  paragraph 
(f)  of  this  section,  and  shall  be  grouped 
and  identified  separately  as  “vitamins” 
and/or  “minerals”  without  reference  to 
“mandatory”  or  “optional.”  The  quantity 
of  each  vitamin  and/or  mineral  present 
in  a  specified  daily  quantity  of  the  die¬ 
tary  supplement  shall  be  stated  as  a 
part  of  this  list  and  expressed  in  per¬ 


centage  of  the  U.S.  RDA  for  each  spe- 
siflc  group  for  which  the  supplement  is 
offered.  The  quantity  of  each  vitamin 
and/or  mineral  present  in  the  specified 
daily  quantity  of  the  dietary  supplement 
shall  also  appear  in  the  tabular  listing 
in  terms  of  the  unit  of  measures  specified 
in  paragraph  (f)  of  this  section.  If  the 
dietary  supplement  consists  of  a  vitamin 
or  mineral  for  which  no  U.S.  RDA  has 
been  established,  the  principal  display 
panel  shall  state  the  number  of  milli¬ 
grams  or  other  recognized  unit  of  meas¬ 
ure  of  such  nutrient  supplied  by  the  food 
when  consumed  in  the  specified  quantity 
during  a  period  of  1  day  followed  by 
the  statement  “No  U.S.  Recommended 
Daily  Allowance  (U.S.  RDA)  has  been 
established  for  this  nutrient”. 

•  •  •  »  • 

(n)  (1)  Any  food  product  which  meets 
the  definition  of  a  dietary  supplement  in 
paragraph  (a)  of  this  section  and  which 
is  not  subject  to  any  of  the  exemptions 
set  forth  in  paragraph  (e)  of  this  sec¬ 
tion  and  which  fails  to  comply  with  the 
requirements  of  this  section  (including 
a  multicomponent  supplement  which  of¬ 
fers  an  added  vitamin  or  mineral  not 
permitted  by  this  section  or  which  offers 
a  greater  potency  of  any  vitamin  or  min¬ 
eral  than  is  permitted  by  this  section) 
will  be  deemed  to  be  in  violation  of  sec¬ 
tion  403(g)  of  the  act  (21  UJS.C.  343(g) ), 
which  provides  that  a  food  shall  be 
deemed  to  be  misbranded  if  it  purports 
to  be  or  is  represented  as  a  food  for  which 
a  definition  and  standard  of  identity  has 
been  prescribed,  unless  it  conforms  to 
the  definition  standard. 

(2)  Restrictions  on  the  maximum  po¬ 
tency  of  vitamins  and  minerals  sold  in¬ 
dividually  as  dietary  supplements,  or 
other  restrictions  on  dietary  supplement 
use  of  a  vitamin  or  mineral,  may  be  im¬ 
posed  for  reasons  of  safety  by  other  reg¬ 
ulations  or  by  the  act.  For  convenience, 
certain  restrictions  are  cross-referenced 
below: 

(i)  Vitamin  A.  See  §  250.109  of  this 
chapter. 

(ii)  Vitamin  D.  See  §  250.110  of  this 
chapter. 

Oil)  Folic  acid.  See  §  121.1134  of  this 
ch&pt6r 

(iv)  iodine.  See  §§  121.1073  and 
121.1149  of  this  chapter. 

(v)  Copper.  See  §  121.101  (d)  (5)  of 
this  chapter. 

(vi)  Fluorine.  See  §  121.10  of  this 
chapter. 

(vii)  Potassium.  See  §  201.306  of  this 
chapter. 

(viii)  Any  vitamin  or  mineral  which  is 
included  in  a  dietary  supplement  and 
which  is  not  generally  recognized,  among 
experts  qualified  by  scientific  training 
and  experience  to  evaluate  its  safety,  as 
having  been  adequately  shown  to  be  safe 
under  the  conditions  of  its  Intended  use 
is  a  food  additive  within  the  meaning  of 
section  201  (s)  of  the  act  (21  U.S.C.  321 
(s) ) ,  and  pursuant  to  sections  402(a)  (2) 
(C)  and  409  of  the  act  (21  U.S.C.  342(a) 
(2)  (C)  and  348)  such  use  is  illegal  in  the 
absence  of  a  food  additive  regulation  ap¬ 
proving  such  use.  A  listing  of  some  of  the 
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vitamins,  minerals,  and  compounds  with 
vitamin  and/or  mineral  properties  which 
are  generally  recognized  as  safe,  and 
which  thus  may  lawfully  be  used  without 
a  food  additive  regulation,  appears  at 
§  121.101(d)  (5)  of  this  chapter. 

(3)  Compliance  with  the  requirements 
of  this  section  does  not  exempt  a  dietary 
supplement  of  vitamins  and/or  minerals 
from  the  requirements  of  any  other  ap¬ 
plicable  regulations  or  requirements  of 
the  act,  whether  or  not  cross-referenced 
herein. 

PART  125 — LABEL  STATEMENTS  CON¬ 
CERNING  DIETARY  PROPERTIES  OF 
FOOD  PURPORTING  TO  BE  OR  REPRE¬ 
SENTED  FOR  SPECIAL  DIETARY  USES 

2.  Section  125.1  is  amended  by  revis¬ 
ing  paragraph  (c)  and  by  revoking  para¬ 
graph  (h),  as  follows: 

§  125.1  Definitions  and  interpretations ' 
of  terms. 

*  *  *  *  * 

(c)  In  addition  to  the  nutrients  listed 
in  paragraph  (b)  of  this  section,  the  fol¬ 
lowing  other  vitamins  and  minerals  are 
essential  or  probably  essential  in  human 
nutrition  in  their  biologically  active 
forms  but  no  U.S.  RDA’s  have  been  es¬ 
tablished  for  them:  Vitamin  K,  choline, 
and  the  minerals  chlorine,  chromium, 
fluorine,  manganese.  molybdenum, 
nickel,  potassium,  selenium,  silicon, 
sodium,  tin,  and  vanadium. 

•  •  *  *  * 

(h)  [Revoked] 

3.  Section  125.2  is  amended  by  revising 
paragraph  (b)  (2)  to  read  as  follows: 

§  125.2  General  label  statements;  die¬ 
tary  properties;  value;  placement. 

•  •  *  *  • 

(b)  •  •  • 

(2)  That  a  balanced  diet  of  ordinary 
foods  cannot  supply  adequate  amounts  of 
nutrients:  Provided,  That  representa¬ 
tions  may  be  made  that  it  is  often  im¬ 
practical  to  supply  the  iron  requirements 
of  infants,  children,  and  women  of  child¬ 
bearing  age  with  a  diet  of  conventional 
foods. 

•  •  •  •  • 

4.  Section  125.3  is  amended  by  revis¬ 
ing  paragraph  (a)  and  adding  a  new 
paragraph  (c)  as  follows: 


§  125.3  Label  statements  relating  to  vi¬ 
tamins  and  minerals. 

(a)(1)  Vitamins  and  minerals  for 
which  U.S.  RDA’s  are  established  If  a 
food  purports  or  is  represented  to  be  for 
special  dietary  use  because  of  vitamin 
or  mineral  properties,  the  label  shall  bear 
a  statement  of  the  percentage  of  the  U.S. 
RDA  of  such  vitamins  and  minerals,  as 
set  forth  in  §  125.1(b),  supplied  by  such 
food  when  consumed  in  a  specified  quan¬ 
tity  during  a  period  of  1  day.  The  quan¬ 
tity  specified  shall  be  a  reasonable 
quantity  suitable  for  and  practicable  of 
consumption  within  1  day.  The  order  in 
which  the  nutrients  appear  on  the  label 
shall  be  in  the  order  listed  in  §  125.1(b), 
except  when  other  regulations  indicate 
otherwise.  Immediately  preceding  the 
declaration  of  vitamin  and  mineral  con¬ 
tent,  the  following  heading  shall  be 
stated,  “Percentage  of  U.S.  Recom¬ 
mended  Daily  Allowances  (U.S. 
RDA)  ”,  If  such  purported  or  repre¬ 
sented  special  dietary  use  is  for 
persons  within  one  or  more  age 
groups  for  which  the  recommended  daily 
allowance  is  set,  such  statement  shall  in¬ 
clude  the  percentage  for  each  age  group. 
When  such  proportion  or  percentage  is  a 
whole  number  and  a  fraction  or  a  whole 
number  and  a  decimal,  it  shall  be  ex¬ 
pressed  as  the  whole  number  disregard¬ 
ing  the  fraction  or  decimal.  The  total 
quantity  of  vitamins  or  minerals  in  a 
food  shall  be  no  less  than  the  amount  de¬ 
clared,  and  no  more  than  a  reasonable 
amount  above  the  declared  quantity. 
Reasonable  variations  caused  by  heat, 
light,  oxidation,  storage,  transportation, 
or  unavoidable  deviations  in  good  manu¬ 
facturing  practice  are  recognized. 

(2)  Vitamins  and  minerals  for  which 
no  U.S.  RDA’s  are  established.  If  a  food 
purports  or  is  represented  to  be  for  spe¬ 
cial  dietary  use  because  of  the  presence 
of  a  vitamin  or  mineral  for  which  no 
U.S.  RDA  has  been  established,  the  quan¬ 
tity  of  each  such  nutrient  (in  the  order 
listed  in  5  125.1(c),  except  when  other 
regulations  provide  otherwise)  supplied 
by  the  food  when  consumed  in  a  spec¬ 
ified  quantity  during  a  period  of  one 
day  shall  be  stated  on  the  label  in  milli¬ 
grams  or  other  recognized  unit  of  meas¬ 
ure  (the  quantity  of  consumption  spec¬ 
ified  shall  be  a  reasonable  quantity 
suitable  for  and  practicable  of  consump¬ 


tion  within  1  day)  followed  by  the  state¬ 
ment  “No  U.S.  Recommended  Daily  Al¬ 
lowance  (U.S.  RDA)  has  been  established 
for  this  nutrient”. 

(3)  Where  both  paragraph  (a)  (1)  and 
paragraph  (a)  (2)  of  this  section  are  ap¬ 
plicable  to  a  food,  the  information  re¬ 
quired  by  paragraph  (a)(2)  of  this  sec¬ 
tion  shall  follow  immediately  after  the 
information  required  by  paragraph  (a) 
(1)  of  this  section  and  the  quantity  of 
consumption  specified  pursuant  to  each 
paragraph  shall  be  the  same. 

•  •  •  •  * 

(c)  Whenever  a  representation  is  in¬ 
cluded  in  labeling  of  a  food  for  special 
dietary  uses  to  the  effect  that  vitamin 
and/or  mineral  content  is  derived  from 
a  particular  source,  the  representation 
shall  immediately  be  accompanied,  in 
type  of  at  least  equal  size  and  promi¬ 
nence,  by  a  statement  of  the  percentage 
of  the  vitamin  and/or  mineral  content 
provided  by  that  source.  For  example,  a 
representation  such  as  “contains  vitamin 
A  from  alfalfa”  must  immediately  be  ac¬ 
companied  by  a  statement  such  as  “ — 
percent  of  the  vitamin  A  content  of  this 
product  is  derived  from  alfalfa”;  alter¬ 
natively,  a  single  statement  incorporat¬ 
ing  the  percentage  declaration  would  be 
appropriate,  for  example,  “ —  percent  of 
the  vitamin  A  provided  by  alfalfa”. 

Any  interested  person  may,  on  or  be¬ 
fore  July  14,  1975,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  exceptions  to  these 
tentative  amendments.  Exceptions  and 
accompanying  briefs  shall  be  submitted 
in  quintuplicate. 

The  Commissioner  will  endeavor  to 
issue  final  revised  regulations,  taking  in¬ 
to  consideration  the  relative  merits  of 
the  applications  for  additional  dietary 
supplement  formulations,  the  record  of 
the  examination  of  Dr.  Harper  and  the 
report  of  the  Administrative  Law  Judge, 
and  the  exceptions  received  to  the  tenta¬ 
tive  amendments,  as  rapidly  as  is  feasible 
The  final  regulations  will  be  published 
In  the  Federal  Register. 

Dated:  May  17,  1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.76-13676  Filed  6-27-76:8:46  am] 
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